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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
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- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mode contemplated by the inventor of 
carrying out his invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

Claims 1, 3, 5, 6, 8, 9, 11, 13, 14, 17-20, 36, and 38-44 are rejected under 35 

U.S.C. 112, second paragraph, as being indefinite for failing to particularly point out and 

distinctly claim the subject matter which applicant regards as the invention. 

The term "Diabetes" in claim 42 is ambiguous. It is not a complete term. Diabetes 

insipidus for example is caused by the inability of the kidneys to conserve water, which 

is caused by a lack of ADH (central diabetes insipidus) or by failure of the kidneys to 

respond to ADH (nephrogenic diabetes insipidus). Applicants must select some specific 

form(s) of diabetes (e.g. Type 2 diabetes mellitus, or Gestational diabetes mellitus; these 

are metabolic disorders) and they must use that term, and show that one of ordinary 

skill in the art would have been able to determine that whatever term(s) is/are selected 

was the one(s) intended. 

The spacers Y and Q are not defined. It is not clear what exactly a "main chain" is as 
opposed to a non-main chain. It is not clear what these atoms are — can these be atoms 
such as Se or P or metals? It is unknown what can be attached to the chain 
(substituents). Applicants point to page 26, lines 11-23, but the definitional part, i.e. 
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lines 11-16 provides no additional information other than the fact that the chain is not 
branched. 

Claim 9 is similarly unclear. It has "compring of 1 to 3 groups It is not clear 
whether the defective word is composing or comprising. "Comprising" is open-ended 
and cannot be sued to introduce a Markush group. See MPEP 2173.05(h). Further, the 
"of does not make sense after either word. At any rate, it is not clear if the chain in 
claim 9 can have other groups as well, so long as it has 1-3 of these groups. 
The "nitrogen-containing heterocyclic ring" is of unclear scope. Aside from the N of 
attachment, what other heteroatoms can be present? What is the size of the ring? 
Claim 38 is improperly dependent on claim 1, as claim 1 does not provide for such 
compounds which lack the -Q-Ar group. 

Claims 1, 3, 5, 6, 8, 9, 11, 13, 14, 17-20, 36, and 38-44 are rejected under 35 U.S.C. 
112, first paragraph, as failing to comply with the enablement requirement. The 
claim(s) contains subject matter which was not described in the specification in such a 
way as to enable one skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and/or use the invention. 

Such non-limited spacer claim language cannot possibly be enabled. Even for 
Claim 9, this would give a spacer like -O-O-O- or -C(0)-C(0)-C(0)- again, how would 
these be made? 

Claims 1, 3, 5, 6, 8, 9, 11, 13, 14, 17-20, 36, and 38-44 are rejected under 35 U.S.C. 
112, first paragraph, as failing to comply with the enablement requirement. The 
claim(s) contains subject matter which was not described in the specification in such a 
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way as to enable one skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and/or use the invention.. 

The method claims appear to be confused. The specification says repeatedly that 
these compounds inhibit somatostatin receptor binding. See e.g. sentence bridging 
pages 232-233, and page 7, sentence beginning at line 6. This is reinforced by 
statements that these compounds are good for diseases associated with somatostatin. 
See e.g. page 1, lines 7-9, and sentence bridging pages 1-2. On the other hand, original 
claims 31-32 say that the compounds are somatostatin receptor agonists. This is the 
exact opposite and is thus contradictory. Thus, new claim 40 refers to agonizing the 
receptor, but original claim 36 (still pending) refers to inhibiting the receptor. Which is 
it? The great majority of the references in the specification are to inhibiting the receptor, 
but there are some to agonizing it. Claim 44 refers to treating diarrhea. A somatostatin 
agonist would be expected to treat diarrhea; an antagonist would be expected to make it 
worse. The same is true for diabetes mellitus type 1 and hence diabetic retinopathy. 
With regard to claim 43, this cannot be deemed enabled even if this matter is resolved. It 
is true that somatostatin suppresses the release of a variety of GI hormones, including 
VIP, enteroglucagon and gastrin, and inhibits the release of TSH. But that is quite 
different from treating e.g. a TSH-producing tumor. So far as the examiner is aware, no 
such cancers have ever been successfully treated with somatostatin (or a somatostatin 
antagonist for that matter). 

In addition, since the utility in this case is confused, the compound claims are 
also rejected. Applicants must show that one of ordinary skill in the art would have been 
able to figure out which of the agonist or antagonist choices was wrong. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mark L. Berch whose telephone number is 571-272- 
0663. The examiner can normally be reached on M-F 7:15 - 3:45. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mukund Shah can be reached on (571)272-0674. If you are unable to reach 
Dr. Shah within a 24 hour period, please contact James O. Wilson, Acting-SPE of 1624 
at 571-272-0661. The fax phone number for the organization where this application or 
proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). A $ /I A CT> 
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